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HOTEL GAMBLING HALL AND BOWLINGCENTER Jut 27 A1 :07

LOCATED ON THE BOULDER STRIP » FLAMINGO & BOULDER HIGHWAY

TO: Dockets Mgmt Branch (HFA-306
Food and Drug Administration
5600 Fishers Lane
Rockville, MD 20857

FROM: Ronald L. Van Diest

CATE: January 14, 2000
SUBJECT: Laser Variance

Hequest expeditious handling of the attached request as the previous variance expired on
June 17, 1998.

RONALD L. VAN DIEST

Hom AND GAMBJ“G !'JJ- ASSISTANT FACILITY MANAGER

PO. Box 12001 s 3
5111 Boulder Highway 702-454-805
Las Vegas, Nevada 89122-508% -
702-456-1777

702-454-8021 Fax

800-897-8696 Adrinistrative .

800-634-6371 Reservations
A BOYD GAM!NG \,ORPORATION

Call me wit any comments or que,stlons you may have concermng this matter.

Ronald L Van D:est
Ass’t Facility Manager
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5111 Boulder Highway ® Las Vegas, NV 89122  (702) 456-7777
Toll Free Numbers: Canadda, United States & Nevada

Reservations Administrative Office
1-800-634-6371 1-800-897-8696




i EPARATMENT OF HEALTH. AND HUMAN SERVICES APPLICATION FOR A VAR]ANCé [ IUW'"-,/":”“"“ ’\‘usu-‘ 3, s
{ PUBLIC HEALTH SERVICE FROM 21 CF.? 13‘?\?’1 %ﬁiﬁ\e <o | DOCKET NUMBER - -

; FOOD AND CRUG AOMINISTRATION LASER LIGHT S bl B .

: ' : - ORDEVICE ~ *= =~ | 94Vv-0204"

10TE: No laser fight sho“ pro;eguon *Mlem. or deuue ma) vary from compliance with. 21 CFR 1040.11() in dunm or gse without the approval of this
application in acwrdam.e with 21 CFR 101Q.4. .

Ty " INSTRUCTIONS 36 3;:: JQN 21 Wi 07

1. Check all applicable hoxes and type or print the requested <3, Mail your appii Dovhats \l.m.w:mn:m Branch {HFA-308). Food and
information. Drug Administration. Reom 1-42, S6&0 Fishers Lane, Rochyille, MD 20857,

" 2. Submit an originai and four (3) copivs. 4. Enter Document Number it assivned.

Ylis
1. NAME QF COMPANY - - -

SAM'S TOWN HOTEL AND™ CASINO

i ADORESS OF COMPANY (Inciwde £1P CODEY  {If B6. o B il icTeles acitnsd sivewt aelelrove whvin)

i 5111 S, Boulder H:thwav. Las Vegas Nevada 89122
e NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NOQ. {liciwie ured voniv) S, DATE OF SUBMISSION

JRONALD L., VANDIEST ASS'T Fac Mgr 702 454-8032 1/14/2000

‘o The applicant requasts the vaniance to be in effact for a pariod of 2 years fram the date of issue.
{In generul, the Azency will upprove o variance for only (wo vears. If u {fonger periend is reqnester. a peiificution mrt be attocihed o port of the upplu-u:m )

,‘"": T U pRODUCT DESCRIPT!ON AND USE

‘3. LIST NAME ANO/QR MOOEL NU&:'EER(S) FOR T LAS% CIGHT SHOW(S] AND AROJECTOR(S)

SRUYRETSEANFRRE o b0 §§8 RoaiT C?X%E%E%Xé‘%ﬁ Ai%‘é MpGE ENGTNEERING MOD
. {77 b. PROOUCT FOR WHICH A VARIANCE IS asauesreo o , . PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION
i . O auasesoispLav pevice N XX wmore THAN 15 0AYS
"= [J aPROJECTOR FOR A LASER LIGHT SHOW , {0 MORE THAN 5 BUT NOT MORE THAN 15 DAYS
& auwasaaucHT sHow ‘ o ‘ O iess THAN 5 0AYS
‘ G .OTHER {Specrrvy
g. TOUR 1S INTENOED TO AUN FOR
. [0 pAoJEcTCAs ARE INTENOED FOR SALE, LEASE. R LOAN TO arHER X MORE THAN 6 MONTHS
LASER LiGHT SHOW PROCUCERS ‘ : :
T 1swmonTHs
4. PROOUCT IS iNTENOED FORUSEIN A (- Less THAN 1§ MONTH
, O runemaaum OR GTHER DOME PROJECTXON sraucnme O NOT ABPUGABLE i « temr)
T meeateR I oTHER (e

HOTELMOTEL SALLACOM OR MESTING ACOM |

Yot
T stonss sisPLAYS n. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
O tRADE SHOW OR CONVENTION XX FAONT SCREZN PROJECTIONS
0 oiscor=ecus OR NIGHT CLUS [ Rear schezn PROJECTIONS
0 savivion T HOLOGRAPHIC SISFLAYS
:\ T inpoon aaena KX MULTIPLE REFLECTIGNDIFFRACTION SFRECTS
E OQUTOCCA ARENA T AUCIENCE SCANNING it utctudden swamuns ans mu\\mh smcomteniteed wrcs.)
T musaum KX ASTLECTIONS FICM STATICNARY MIPRORS OR MIRRCAED SUAFCES
: OUTOGOA UNENCLOSED AREA (Roewim Mutenres.) )
3 OTHER (ypmeun) ATRIUM , ENCLOSED m{ STATIONARY IRRADIATION OF ROTATING MIRROR BALLS, £TC.
SR -, [T SCANNING IRRACIATION OF ROTATING MIAROR BALLS. E7
2. PAODUCT IS INTINOED TO 38 USED i . XX rigeR OPTIC PROJECTIONS
r_Q.f AT ONLY ONE (firee) LOCATION : . XX r0oG. SMOKE. OR OTHER SCATTERING SNHANCEMENT SFFECTS
= AT A v.m'raw OF (1imr) z.oc:..xon; ’ T omHeR tsmerny - oo
— s QTHER (Speviiv) .
- ‘ T LASER RADIATION LEVELS
- LASEA MEDIUM 1r. e ve, citr WAVE LENGTHS (nm) SEAK POWER ¢ Wirrres
Argon - Coherent Innova
- 400-20 laser system . 0.514 um : 11.4 W
! 2-Krypton -~ Coherent H»; . '
o 200K3 geries 'laspr 0.647 5.9 W
—

__IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE ANO SCANNING FREQUENCY ANO AMPUITUCE 7~

N/A

e BEASON FOR RSIUESTING VARIANCE

}{-X COMPLIANGE MITH THE LIMITS OF 21 CFR 1040.13(c) 'WQULD RESTRICT THE INTENDED USE OF THE PRODU

T SZTCAUSE COMPLIANCE WOULD LT THE JUTAuT
POWER TO "HE SXTENT THAT THE DESIRED EF=EC"S WOULD NCT 3E susrrcnemu v:szaL_ ’ : T S

{
l‘s — OTHER OR ACCITIONAL EXPLANATION /Spectiy

>

P 3IM FDA 3147 (3737




c
ACCESSIBLE EMISSION UMITS SPECIFIED ﬁ bat c»‘-ﬁ §40. 1“’1“26)‘."‘“
0 s paoposen T0 nsvmrs FHOM THE PROVIS!QN o\

~ LB

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION. - : o : ' ) R £

- EXCESS OF THE LIMITS IMPOSED BY 21 CFR 1040.11(c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN ESE &
0 OTHER OR ADOITIONAL ADVANTAGES (auuﬂ;. and axphln) ’ R -

i

XX LASER LGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTA!NMENT AND THE AF!TS NUSE OF POWER LEVELS lN -

1. - EXPUIN THE ALTERNATE MEANS OF RADIATION PROTECT!ON TO BE PROVIDED {Check 33 many boxes as apnly In item 14 “Remarks. 1usulv any boxes
not ancked using additionai sheets as necesssary. Statu any other of radiation pr n that will be used.) :

g& CERTIFIED TO COMPL

a. @ ALLLASER PRODUCTS  SYSTEMS, SHOWS, AND PROJECTURS Wi

g Ft ORTED AS REQUIHE

b. X sFFEcTs NOT SPECIFICALLY INDICATED IN THIS VARIANGE APPLICATION WILL NOT BE PERFORMED. NO OTHER EFFECTS WILL BE
ADDED UNTIL AN AMENDMENT TO THE VARIANCE HAS BEEN OBTAINED AND THE REQUIHED REPORTS OR SUPPLEMENTS AS
APPLICABLE, HAVE BEEN SUBMITTED.

! ACCESSIBLE UNCONTROLLED AREAS WILL NOT 3€ PEAMITTED EXCERT FOR DIFFUSE REFLECTIONS PRODUCED 8Y THE "ATMOSPHERE,
ADDED ATMCSPHERIC SCATTERING MEDIA, AND TARGET SCREZNS.

ANY SURFACE UPON WHICH PERSONS OTHER THAN OPERATORS, »C5FCRMERS OR EMPLOYEES ARE PEAMITTED TO STAND OR 23
METERS BELOW OR IN LATERAL SEPARATION FRQM ANY PLACE WHERE SUCH PERSONS ARE PERMITTED TO BE. OPERATORS,
PERFORMERS, AND EMPLOYEES WILL NOT BE AEQUIRED OR ALLOWED TO VIEW RADIATION ABQVE THE LIMITS OF CLASS | OR BE
EXPOSED TC AADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040. 11{e).

ANY PRCDUCT WHICH RELIES ON SCANNING TO MEST ACCESS, ..XFOSURE. OR PRODUCT CLASS UIMITS WiLL INCORPORATE A SCANNING
SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WHICH WILL REACT FAST ENCUGH TO PRECLUDE EXCEZDING
THE APPLICABLE LIMIT,

E .
i £ 5z ALL LASER LIGHT SHOWS SHALL 8E UNqu THE DIRECT AND PEASONAL CONTROL OF TRAINED, COMPETENT OPERATCR(S). THE
QPERATOR(S) WILLY

(1) IMMEDIATELY TERMINATE THE EMMISSION OF LIGHT SHCW JADIATION IN THE SVENT OF ANY UNSAFE CONDITION;
(2) BE LOCATED WHERE ALL BEAM PATHS CAN 3Z OIRECTLY C8SERVED AT ALL TIMES; AND _
{3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL SE AESPONSIBLE FGR THE TRAINING AND CONDUCT OF THE GPEAATOR.

R

THE MAXIMUM LASER PROJECTOR OUTPQT POWER WILL NOT £XCEED THE LEVEL REQUIRED TO OBTAIN THEVINT‘VENDED 'E’FFECTS.

. THE PROJECTION SYSTEM (LE, THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE THE LIGHTING EFFECTS) WILL 8E
I SECURELY MOUNTED OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITERS WILL 3E PROVIDED
} AS AN INHERENT PART OF THE SYSTEM DESIGN |O PHEVENT OVERFILLING OF SCREENS, 8EAM STOPS, TARGETS, ETC.

F1 K

LASER PHOJECTOF!S WILL NOT BE nsuvsnsb TO' KNY OTH

g

AN AGREEMENT OF SALE, LEASE 6n LOAN UNL:SS AN

£

PROOUCE LASER LIGHT SHOWS lNCORPORATING"S CH PROJECTOR.
IN ADOITIQN TO THE REQUIREMENTS OF 21 CFR 1040 10(h), THE MANUFACTURER OF LASER PROJECTORS/SYSTEMS WILL PROVIOE To

in

OPERATION AND WHICH EXPLAIN THE RESPONS:B[LITY OF THE qECIPIENT AS AN INDEPENDENT LIGHT SHOW MANUFACTURER TO
SUBMIT THE REQUIAED REPORTS AND APPLY FOR AND OBTAIN A VARIANGE FROM CORH PRIOR TO INTAODUCTION INTO COMMEACE OF
ANY LASER LIGHT SHOWS,

k. Xl THE REQUIREMENTS OF 21 CFR 1002. 30(ay(1) AND 12) WILL BE ACCOMPLISHED THRQUGH THE USE OF WRITTEN PROCEDURES FOR SETUP,
ALIGNMENT, TESTING. AND PERFORMANCE OF £ACH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL TO ENSURE COM-
PLIANCE WITH 21 CFR 1040.10, THE CONDITIONS QF THIS VARIANCE, ANO THE CONTROL OF ACCESS TO RADIATION AREAS USING THE

" PROCEDURES DESCRIBED N THE ANSI 2135 1 STANDARD FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL STANDARCS INS'ITUT:
1430 BROADWAY. NEW YORK, NY 10018) OR ANY OTHER EQUIVALENT USER CONSENSUS STANDARD AND, WHERE APPUCABL_. STATE CR
LOCAL REQUIREMENTS. LASER RACIATION AREAS WHICH CAN CONTAIN RAOIAT!ON L=VELS ABOVE THE LIMITS SPECIFIED IN 21 cFR
1040.11(cy, WILL BE CLEARLY IDENTIFIED 8Y THE 30STING OF WARNING SIGNS AND/OR HESTR!CTING ACCESS THAQUGH PHYS.CAL -

{SUCH AS DURING SET-UP AND ALIGNMENT PRCCZDURES) AND TO FINAL OR PERMANENT AREAS. THE VARIANCE HOLDER WILL AETAIN
_THE RECORDS OF THESE PROCEDUAES AND THE RESULTS OF ALL TESTS AS REQUIRED 8Y 21 CFR 1002.31. A COPY OF THE VARIANCE

, APPLICATION. THE APPAOVAL LETTER, CURRENT PROCEDURES. AND RECORDS AELATING TO EACH PARTICULAR SHOW WILL SE WITH
Lo THE OPERATOR OR OTHER AESPONSIBLE INDIVICUAL AND WILL BE MADE AVAILABLE FOR INSPECTION 8Y FDA AND OTHER AESFONSI-
L BLEAUTHORITIES. . \

i . i

: c. @ SCANNING. PROJECTION. OR REFLECTIGN OF LASER AND COLLATERAL RADIATION (LIGHT SHOW AADIATION) INTO AUDIENCE OR QTHER

d. £ LASER RADIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS I WILL NOT 8E °==1MITTED AT ANY PO!NT L"SS THAN 3.0 ME"::RS ABQVE ‘

MEANS (SUCH AS PRESSURE SWITCHES. #HOTOC:‘ LS. BARRIEAS, GUARDS. 7C.). THESE REQUIREMENTS APPLY TO TEMPORARY AFIEAS

FORM FDA 3147 13/87)
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. 0 AOVANCE WRITTEN NOTIFICATION WILL BE MADE AS EAALY AS POSSIBLE TO APPROPRIATE FEDERAL. STATE. AND LOCAL AUTHORITIES . .
PROVIDING SHOW ITINERARY WITH DATES ANO LOCATIONS CLEARLY AND COMPLETELY IDENTIFIED. ANO A BASIC DESCRIPTION QF
_PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM PQWER QUTPUT INTENDED, SUCH NO 0 L1, BE MADE, BUT
NOT NECESSARILY 8E LIMITED, TO; : e e ' e
(1) THE CENTER FOR DEVICES AND RADIGLOGICAL HEALTH, OFFICE OF COMPLIANCE (HFZ312). 8757 GEORGIA AVE:SILVER SPRING, MO |
20910, PROVIDING THE INITIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS. IN ADOK
TION, UNLESS ALL'ASPECTS OF EACH SHOW HAVE BEEN REPORTED AN THE ACCESSION NUMBERS CLEARLY REFERENCED, EACH
NOTICE WILL INCLUDE DETAILED DESCRIPTIONS OF EACH SHOW AND A USTING OF ALL EFFECTS TO BE PERFORMED IN SUFFICIENT
DETAIL TC CONFIRM COMPLIANCE WITH THE REGULATIONS AND THIS VARIANCE. ' ‘ -

(2) THE FEDERAL AVIATION ADMINISTRATION (FAA) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME ... INCLUDING SET-UP,-
ALIGNMENT, REHEARSALS, PERFORMANCES, ETC.). IF THE FAA OBJECTS TO ANY LASER EFFECTS, THE OBJECTIONS WILL BE RE-
SOLVED AND ANY CONDITIONS. REQUESTED BY FAA WILL BE ADHERED TO. IF THESE CONDITIONS CAN NOT BE MET, THE OBJEC-

TIONABLE EFFECTS WILL BE DELETED FROM THE SHOW.

(3} STATE AND LOCAL RADIATION CONTRQL OFFICES/AGENCIES FOR ALL SHOWS TO BE PERFORMED WITHIN THEIR JURISDICTIONS. ALL
REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAISED 8Y LOCAL AUTHORITIES WiLL BE RE-
SOLVED OR THE EFFECTS DELETED. (LISTS OF FEDERAL AND STATE QFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES AND

RADIOLOGICAL HEALTH UPON REQUEST)

! ! REMARKS . , . ‘
13 J - Not a manufacturer of laser projectors or systems. - Equipments
= will not be sold, leased or lent to other- users. s :
- g
B

CERTIFICATION

{ CERTIFY that atl of the abave information and statements are true, complete, and correct to the Best of my knowledge and acknowiedge that my
variance apptication may de denied or my vanarice may be revoked if this application is found to be false. misieading, or incorrect in any material way.
| have submitted and wiil submit ail reports required by 21 CFR 1002.10 and 1002.12 on the iaser aquipment and showts). | further ungerstanag that |
may be required by regutation ‘or by the Directaf, Center for Devices and Radiological Health, to supply such other information as may be necassary o
evaluate'and act on this application. 7! R : : o

-y

ﬁ NAME (Tyge or Print) : %7. TITLE
RONAD L. VAN DIEST Assistant Facility Mgr




APPLICATION FOR A VARIANCE ST S L

i DEPARATMENT QF HEALTH AND HUMAN’ SERVICES i FROM 21 CFR 1040.11(c) FOR A . Lapuratian [hite: \egss —
. Foigit‘fo’;ﬁé“féli??%ﬁfﬁm - | LASER LIGHT SHOW, DISPLAY, - | Soexer Mumeet
: © OCRDEVICE "~ " 94v-0204

1QTE: No laser light sho“ projection. system, or deuge may vary from compiiance with. 21 CFR !040 Fi(e) in design or Use without the approval of this
application in acvordance with 11 CFR 10104, .

T <70 INSTRUCTIONS

1. Check ail applicable boxes and type or print the requested .3, Mail your application 10 the Dockets Mansgement Branch (HFA-05), Food and
. information. Drug Administration. Redm 4-62, $61X Fishers Lane, Rockuille, MD-Z0857,
2. Submit an originaf and four (3) copie, . 4. Enter Document Number if asigned.

1

1. NAME QF COMPANY -+ - -

SAM*'S TOWN HOTEL AND_QAS_INO

) AODRESS OF COMPANY {(Imlinie 211 CODEY Ur e Burn et imeinede ot tmal \iFoet wilelhene ulw)
i 5111 S. Boulder Hlorh;Lav. Las Vegas . ‘\I@vada 89122

NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHONE MO. (/mvineiv urce vanic) - 5. DATE OF SUBMISSION
_RONALD L. VANDIEST ASS'T Eac Mgr 702 454~ 8022 1/14/2000
<" The appli ts (he vari to be in effect for a ponud of 2. ysars from the date of issue. - :

{17 generul. the Agency will upprove o variance for oaly oo veur, !f « longer perind is revquested. o mdification st e wttoched an port of the uppln-umm }

f“"'.' o PRODUCT DESCRIPTION'AND USE

LIST NAME ANDIOR MODEL NUMBER(S) FQF( ms e CASE “’L’i’énr“’s“x-;m*i‘“ﬁ‘ﬁ“ “BROJECTORS)

wdUNSE DE® T ' ;
'LE T3%}5¥P§R%JECT% §§8¥EMSW¥(T;HC§RA%{EcI)%DL%%ﬁsAﬁg M%ﬁgp%%lﬁl%‘% ﬁl G MoD

i T b PRODOUCT FOR WHICH A VARIANCE IS REQUSSTED o o t. PROQUCT IS INTENDED TO BE USED AT ANY ONE LOCAT!ON
' ] . O atasea oisPLay pevice v XX moRETHAN 1504TS
“~ [ aPROSECTOR FOR A LASER LIGHT SHOW S ] MOQRE THAN 5 BUT NOT MORE THAN 15 DAYS
& awszrucHT sHow ' : T Less THaN 504YS
D QTHER (Spectry)
4. TOUR IS INTENDED TO AUN FOR
. [ PROJECTCAS ARE INTENDED FOR SALE. LEASE. CA LOAN TQOTHER XK MORE THAN § MONTHS

LASER LIGHT SHOW PRODUCERS
. T 16 MONTHS
4. PROGUCT IS iINTENDED FCR USEIN A o ; T - LESS THAN 1 MONTH
. g PLANETARIUM OR QTHER DOME PRQJECTION StRUCTURE [:[ HNOT APPUICABLE i « tour)
‘_,' THEATER et O orHER (Speeim)
& noreumoTEL BALLROOM OR MEETING ACOM ;
T sToRme isPLAYS n. PROG.CT UTILIZES THE FOLLOWING LASER EFFECTS
O TRADE SHCW OR CONVENTION o EX FHONT SCREEN PROJECTIONS
T oISCOTHECUE OR NIGHT CLUB ¥ T AEAR SCREEN PROIZCTIONS
O eaviuon T HoLoGRAPHMIC CISPLAYS e
:\ T INDOOR ARENA i mULﬂPLE AEFLECTIONICIFFRAGTION E88%eTs
t' T8 ouTcccR ARENA - ' T AUDIENCE SCANNING it sctinles wanrane v sl v s
= muszum X AEFLECTIONS F3CM STATIONARY MIPSORS OR MIRRCRED SURFACES
- . (B Matrwee.)
o OUTOGR NN O XX STATIONARY IRRADIATION OF ROTATING MIAROR BALLS. ETC
(X OTHER tpecu) ATRIUM, ENCLOSED ‘ ! ! v i
‘ = , [T SCANNING IRRACIATION OF ROTATING MIRROR BALLS. £7C.
2. PROOUCT IS INTSNOED 70 8E USED ‘ XX ri8ER OPTIC PROJECTIONS
g AT ONLY GNE yinend LOCATION | XX F0G. SMOKE. OR OTHEA SCATTERING SENHANCEMENT 2FFECTS
Ll AT A VARIETY OF (smr) LOCATIONS 4 ‘ T OTHER (Speer) - — o
- : OTHER (Speetv) ) .
- ~ ' ‘ LASER RADIATION LEVELS
- LASEA MEDIUM rdr. Hew e, erc) WAVE LENGTHS (nm) PEAK POWER ¢ ibur
Argon - Coherent Innova
- 400-20 laser sysiem _0.514 um : 11.4 W
Lo2- Krypton ~ Coherent A
S 200K3 series laser 0.647 5.9 W

__iIF ANY LASZA RADIATION IS PULSED OR SCANNED. GIVE. JENCY AND AMPLITUSE

N/A

€ POLSE DURATION ANO HATE AND SCANNING

i o R o S S b L | 4 P B, e i

'~ REASON FOR RAEZUESTING VARIANCE

X‘X COMPLIANCE MITH THE LIMITS OF 21 CFR 1040.11(cs WOULD RESTAICT THE INTENDED USE OF THE PRODUCT
{ POWER T3 "WE SXTENT THAT THE DESIAED EFFECTS WOULD NOT B8 SUFFIC ] o

USE COMPLIANCE WOULD LiMIT THE QUTPUT

i —— QTHER OR ATCITIONAL EXPLANATION rSpecrivs

>

-

* AM FDA 3147 (23N




| 11 MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD e . -
XX IT IS PROPOSED TO DEVIATE FROM THE PROVISIONS OF 21 GFAR 1040.11(c) IN THAT THE ACCESSIBLE EMISSION LEVEL WOULD &4 )T

3 im1s PROPOSED TO DEVIATE FROM THE PROVISION OF 21 CFR 1040.11(c) AS FLLOWS:

ACCESSIBLE EMISSION LIMITS SPECIFIED IN 21 CFR 1040.1%(e). =, , A

I et S PV ARSI R P IS LT et e e . I

12. AOVANTAGES TO BE OERIVED FROM SUCH DEVIATION. - S G IR T g
XX LASER UGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS. USE OF POWER LEVELS IN -

[J OTHER OR ADDITIONAL ADVANTAGES (describe and explain)

_EXCESS OF THE LIMITS IMPOSED BY 21 CFR 1040.11(c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE MEDIA, .

PN

a.

b.

L

13..- EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check as many boxes a3 acaly. In item 14 “Remarks,” justify any boxes'
not cicked, using additional sheets as necesssary. Stata any other means of radiadon pratection that will be used.) : . S R

- . L e 11 T . j "Nwwt oy t :
[ TR 5 TALL LASER LISHT-SHawR SHALL BE UNDER THE DIRECT ANC PEASSHAT CONTRATL CA TRANMEDN, COMPETINT ORPERATOA(S). THE

§3 ALL LASER PRODUCTS, SYSTEMS, SHOWS, AND PROJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 GFR 1040.10 AND THE CONDI-
*- TIONS OF THIS VARIANCE AND WILL BE REPORTED AS REQUIRED 8Y 21 CFR 1002.10 AND 1002.12 USING THE REPORTING GUIDES PRO-
VIDED FOR SUCH PURPOSE. THESE ACTIONS WILL 88 ACCOMPLSHED PRIOR TO, ANY INTROGUCTION INTO COMMERCE.

X erFecTs NOT SPEC‘F!CAL!;Y INDICATED IN THIS VARIANCE APPLICATION WILL NOT 38 PERFORMED. NO OTHER EFFECTS WILL BE
ADDED UNTIL AN AMENDMENT TO THE VARIANCE HAS BEEN OBTAINED AND THE REQUIRED REPGATS OR SUPPLEMENTS, AS
APPLICABLE, HAVE BEEN SUBMITTED. . - ’ ’ T .

@ SCANNING. PROJECTION. QR REFLECTION OF LASER AND COLLATERAL RACIATION (LIGHT SHOW RADIATION) INTO AUDIENCE OR OTHER
ACCESSIBLE UNCONTROLLED AREAS WILL NOT 3E PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED 8Y THE ATMOSPHERE,
ADDED ATMOSPHERIC SCATTERING MEDIA, AND TARGET SCHESNS.

£ LASER RADIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS | WILL NOT BE PEAMITTED AT ANY POINT LESS THAN 3.0 METERS ABOVE
ANY SURFACE UPON WHICH PERSONS OTHER THAN OPERATORS, PERFORMERS. OR EMPLOYESS ARE PERMITTED TO STAND OR 2.5
-+ METEAS BELOW OR IN LATERAL SEPARATION FRGOM ANY PLACE WHERE SUCH PERSC S AR S0 THED TS2E. OPERATORS.
PERFORMERS, AND EMPLOYEES WILL NOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THZ LIMITS'OF CLASS | OR 8E
EXPOSED TC RADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040.1 ek

Bl ANY PRODUCT WHICH SELIES ON SCANNING TO MEET ACCESS, ZXPOSURE. OR PROOUCT CLASS LIMITS WILL INCORPORATE A SCANNING
SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WHICH WILL REACT FAST ENOUGH TO PAECLUDE EXCEZDING
P SR -

THE APPLICABLE LIMIT, B o
e NI

i .
s . ¥

OPERATOR(S) WILL:

(1) IMMEDIATELY TERMINATE THE EMMISSION OF LIGHT SHOW AADIATION IN THE SVENT OF ANY UNSAFE CONDITION;

(21 8E LOCATED WHERE ALL BEAM PATHS CAN 3Z DIRECTLY CBSERVED AT ALL TIMES: AND .

(3) BE AN EMPLOYES OF THE VARIANCE HOLDER 'WHO WILL 38 AESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE OPERATOR.

THE MAXIMUM LASER PROJECTOR QUTPUT POWER WILL NOT SXCEED THE LEVEL REQUIRED TO O8TAIN THE INTENDED EFFECTS.

THE PROJECTION SYSTEM (L.E., THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PROOUCE THE LIGHTING EFFECTS) WILL BE
SECURELY MOUNTED QR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITERS WILL BE PROVIDED
AS AN INHERENT PART OF THE SYSTEM DESIGN TO PAEVENT OVERFILLING OF SCREENS, 3EAM STOPS, TAAGETS, ETC.

Bl K

LASER PROJECTORS WILL'NOT 8E DELIVERED TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE. OR LOAN UNLESS ANG ™

UNTIL THE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PERMITS THEM TO
FRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOA. .

IN ADDITION TO THE REQUIREMENTS OF 21 CFR 1040.10(h), THE MANUFACTURER OF LASER PROJECTORSISYSTEMS WILL PROVIDE TO
PARTIES WHQ PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE USER'S INSTRUCTIONS FOR SAFE INSTALLATION AND
OPERATION AND WHICH EXPLAIN THE RESPONSIBILITY OF THE AECIPIENT AS AN INDEPENDENT LIGHT SHOW MANUFACTURER 70
SUBMIT THE REQUIRED REPORTS AND APPLY FOR AND OBTAIN A VARIANCE FROM CORH PRIOR TO INTROOUCTION INTO COMMERCE OF
ANY LASER LIGHT SHOwWS,

X1 THE REQUIREMENTS OF 21 CFR 1002.30(a)1) AND (2} WILL BE ACCOMPLISHED THROUGH THE USE OF WRITTEN PROCEDURES FQR SETUP,
ALIGNMENT, TESTING, AND PERFORMANGE QF ZACH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL TO ENSURE COM-
PLIANCE WITH 21 CFR 1040.10, THE CONDITIONS OF THIS VARIANCE, AND THE CONTROL OF ACGESS TO RADIATION AREAS USING THE
PROCEDURES DESCRIBED IN THE ANSI Z136.1 STANDARD FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL STANDARDS INSTITUTE,
1430 BROADWAY. NEW YORK. NY 10018) OR ANY QTHER EQUIVALENT USER CONSENSUS STANDARD AND. WHERE APPLICABLE. STATE OR.
LOCAL REQUIREMENTS. LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LEVELS ABOVE THE LIMITS SPECIFIED IN 21 CFA
1040.11(c), WILL BE CLEAALY ICENTIFIED BY THE POSTING OF WARNING SIGNS AND/OR RESTRICTING ACCESS THROUGH PHYSICAL
MEANS (SUCH AS PRESSURE SWITCHES, PHQTCCELLS. BARRIERS, GUARDS, E7C), THESE AEQUIREMENTS APPLY TO TEMPORARY AREAS
(SUCH AS DURING SET-UP AND ALIGNMENT PRCCEDURES) AND TO FINAL OR PERMANENT AREAS. THE VARIANCE HOLDER WILL AETAIN
THE RECORDS OF THESE PROCEDURES AND THE AESULTS OF ALL TESTS AS REQUIRED BY 21 CFR 1002.31. A COPY OF THE YARIANGE
APPLICATION. THE APPROVAL LETTER, CURRENT PROCEDURES. AND RECORDS AELATING TO EACH PARTICULAR SHOW WILL SE WITH
THE OPERATCR OR QTHER RESPONSIBLE INDIVICUAL AND WILL BE MADE AVAILABLE FOR INSPECTION BY FDA AND OTHER RESFONSI-
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BLE AUTHORITIES.
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L. & ADVANCE WRITTEN NOTIFICATION WILL BE MADE AS EARLY AS POSSIBLE TO APPROPRIATE FEDERAL. STATE, AND LOCAL AUTHORITIES . .
PROVIDING SHOW ITINERARY WITH DATES AND LOCATIONS CLEARLY ANO COMPLETELY IDENTIFIED. AND A BASIC DESCRIPTION OF -
PROPOSED EFFECTS INCLUDING A § T OF THE MAXIN NTENDED. SUCH NOTIFICATIONS WILL BE MADE, BUT
NOT NECESSARILY BE LIMITED, TO e ; Saouy ST o
(1) THE CENTER FOR DEVICES AND RADICLOGICAL HEALTH, OFFICE OF COMPLIANCE (HF2312 8757 GEORGIA AVE.:SILVER SPRING, MO |
20910, PROVIDING THE INITIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS. IN ADDK
TION, UNLESS ALL ASPECTS OF EACH SHOW HAVE BEEN REPOATED AND THE ACCESSION NUMBERS CLEARLY REFERENCED, EACH
NOTICE WILL INCLUDE DETAILED DESCRIPTIONS OF EACH SHOW AND A LISTING OF ALL EFFECTS TO BE PERFORMED [N SUFFICIENT

DETAIL TG CONFIRM COMPLIANCE WITH THE REGULATIONS AND THIS VARIANCE.

(2) THE FEDERAL AVIATION ADMINISTRATION (FAA) FOR'ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (L.E., INCLUDING SET-UP, -
" TALIGNMENT, REHEARSALS, PERFORMANCES; ETC.. IF THE FAA OBJECTS TO ANY LASER EFFECTS, THE OBJECTIONS WILL BE RE-
SOLVED AND ANY CONDITIONS REQUESTED BY FAA WILL BE ADHERED TO. IF THESE CONDITIONS CAN NOT BE MET, THE OBJEC-
TIONABLE EFFECTS WILL BE DELETED FROM THE SHOW. ‘ :

() STATE AND LOCAL RADIATION CONTROL OFFICESIAGENCIES FOR ALL SHOWS TO BE PERFORMED WITHIN THEIR JURISDICTIONS. ALL
REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAISED BY LOCAL AUTHORITIES WILL BE RE-

SOLVED OR THE EFFECTS DELETED. (LISTS OF FEDERAL AND STATE OFFICES ARE AVAIUABLE FROM THE CENTER FOR DEVIGES AND
RADIOLOGICAL HEALTH UPON REQUEST)

i

! | RemaRks

13 J - Not a manufacturer of laser projectors or systems.. Equipments
B will not be sold, leased or lent to othér tusers.: = - o

CERTIFICATION

i

-- | CERTIFY that ail of the above infarmation and statements are true, complete, and correct to the best of my knowledge and ackncwiedge that my
variance application may be denied or My variance may be revoked if this apptication is found to be faise. misleading, or incorrect in any material way.
| have submutted and will submit all reports requirsd by 21 CFR 1002.10 and 1002.12 on the laser squipment and showis). | further ungerstang that |
may be required By reguiation or by the Director, Center for Devices and Radioiogical Heaith, to supoly such other informatich as may be necassary to

| evaluate ana act on this application. -~

6. NAME (Type or Print) 17. TITLE
RONAD L. VAN DIEST Assistant Facility Mgr
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